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Da&r Hr. Topper:

This As In rafermc8 to which iS
distributed by your f inno me Product contain-

as tha ●ctivo iragrmlimt and tha immediate containar label o~fors
tha product for roliaf of conditions such as sinus, sinus
haadaolms, cold and had congestion, asthma, bronchitis,
laryngitis, aaaphys-, and oh-t tong-tione A promotimal
brochure baars additional claims for tha reli8f of cold sorgs,
bacterial infection of the fact, carpal tunnel syndromo, and

o

gout . The09 mako a drug within the
meaning of Section 201(g) of the Federal %od, Drug, and Cosmetic
Act (Act).

TM product Js subject to final rogulationa whioh cwar topical
OTC cough and cold preparations contained in Title 21 Code of
F8daral Regulations (2Z CFR 343 - COPY •nckme~ for yo=
rafcrmce). is not gonarally recognized as safe
and ●ffaotivo (G~~E) tor any of the indications pmmitted undmr
the final rules covering tlm cough and cold pmpamtiona.
?urther, eucalyptus oil offerod for mliof of cold sass and
favor bli stem i8 not acc8ptabls as a topical analgasic
preparation [21 Cl% 310.S45(a) (10)(v)], and thoro is no ●vidmca
to show that eucalyptus oil is accaptabh fcx bacterial infection
of tlm feet, carpal tunnml syndroaa, or gout. Thraforo, w-
censider a new dmg within the
maning of Saction 201(p) of the-~ct which may not h 18gally
markatad in this country unl@8@ it has an approvad !I#ew Drug
Application (NDA).

is also misbranded within th8
meaning of Secticm 501(fj (l) of tlm Act h that its labeling
fails to baar adaquat~ dimothw for tb labolod uses.
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af dnficiencios at Your facility. It is You——
to &8ui9 that

Addre#sae
CFN); HFA-224;
ZBRF

12M &ug product& you distribute

RFD-31 O;-D1B (via FOX);



o Paga 2
December 20, 1996
8aturn-Cham

are in compliance with tha Act and rq’ulations promulgated under
ths Aot. ?od~ral agonaies aro xoutinoly advisad of Waning
Lattors AssMad 80 that they may tako this information into
account when considering th award of contraeW. ?fou should take
prompt ●otion to cerract thaso violations. ?ailuro to uorroot
thaae violatlona may ramult b rq’ulatory action, including
mizura and/or injunction, without further notico.

You should notify this offica in writing, within f ittaan (15)
working dt~ys of receipt of this lattar, of specific steps you
hava takm to cor’met thomc violations. If corrections canwt k
completed within fifteen working days, state the reason Zor the
delay ●nd the time fram within which corrections will ba made.
Your raply should & diroutad to Clarmcc R. Pondlatan,
Compliance Officer, at th8 above address.

Sincerely,

W. Michael Rqess
Di8triot Dlmctor
Xansas City Dhtrict

Enclomlre: al cm 341


